Supplementary material 1
	Study Aspect
	Criterion

	Safety
	i) no serious concerns about therapy safety (no serious adverse events that are attributable to the therapy, or if there are therapy-attributable adverse events, the independent Trial Steering Committee (TSC) are satisfied that suitable modifications have been made to the therapeutic protocol to mitigate sufficiently against future risk).

	Potential for clinical efficacy
	ii) on the outcome measures overall, number of instances of reliable improvement exceed instances of reliable deterioration.
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